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Virucldal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces 

PURPOSE 
JheJ>Lfrpose olJh!s study ls_ to evaluate (hevlrucldal.effica:cy ofa test substlin~e..foO~glslr!.\Uon of a-prod9Q_I a.s. a 
vlr.l/olde. rfie le.st pf9.¢!'1illre 1s·\P slm1,llate t_he ~Y In which the product Is lntenge~ Ip be,ustid, Thls.rne\hcid )s In 
compllilnce· wllh. iha req\i)reme.nf~ !;if .arid may be su.btnllt~d to, one or more of the following agencies as ·Inilloa(e'd.by 
the Sponsqr; U.S. Envtronmenlal Pf<itectlon Age~~Y-· (EPA), Heallh Canada and Australian Therapeutic Goods 
Admlnlslratlon (TGA). 

TEST su·ssTANCE CHARACTERIZATION 
Ac<;ordl~g to·4o·CFR, Part ·1ao, SubparlF [160.105) test sul:istai:ise ¢.h.ara.cl.e.rlzallo~ Jis_ to ldenl.lly, .stren~(h,_purUy; 
.soh,1blllly ~nd .composJtton, ~s applicable, shall be documenled before II~ .llll.e, hi this s\udy, The s(abl.llly 'qf. lhe te.st 
:stibstan~.e shall be:cjeterr:nlned prjci_r to '!)t-i:\mcurrenlly w1U1 .this study. Pertinent inforniatlon, wl:tlcli rh~y.afriicrt.he: 
outcome of this study, shall be communicated In wrl!lng_ to the S(udy Director up_on sa_mpte submission io:Acc:uralus 
Lab Services. Accuralus Lab Services will append Spons.or-Jirovtded .Oei111/ca.l~ of An·aI~sls IC of A) lo !his study 
report, If requested and supplied. Characterization and stability studies not paiformed folliiwllig GLP regulatlon~ 
will be noted In the Good Laboratory Practice compliance statement. 

.SC~EDULING ·AND D1SCLAIME.R OF WARRANTY 
J:xpenine.rital sla~t:ttal~·s are ge_rfer~JJy sof\edule.~on e first-come/first..serve basis once Accuratus Lab Services receives 
·Ihe Sponsor ~pprove~/cqmple.l~d prq.tqc;qf, slgn"ed (e~ i;ohedule and corresponding test substanc~(s). Bas_ed !)n all 
required. materlal.s ·beln~ recelved_.at lhls:tllll~,-lh~ Pt?posed ,e~pe_rlmen\al sl~_rt_(lj!te I~ SaP_lemb.er :2_4, 2015; Verbal 
-r~s.iJlls may._~e glven·upon complotlon of the study wilh a wtjllen report to follol:',' on the ~ completlo_n ~ate of 
O9iobiir 22,, 2·61.~; · To 'exped!l~ ,s-~h~dylln_g, please be sure. all required paperwork and test ,ubslance doc~,nentaUo·n 
Is corripleie/accutate.opon arrili~la\Acc:µr~t4s Lab Serlll!)es. 

If:~ ·l\l~l rh~st pe ~peaied, ·or.a portion of It, because oi fallLire by A~~ura\~s Lab Sli.ivh;es to. !!dhere to specified 
pi-Qc·edµie~; It v,,111 be repe~ted free <if _chl!f.98. ff a test must lie repea_ied, or a porti<ih .of II, due 19 fallute of Internal 
-ccinfrols, It will lie repel!_te.d 'free ofch!!rile: •M~lho~!J _D_e_Vllloprn-ont• fees shallbe assessed, however, If the test 
!?Ub.slance and/or test.system require ti1od1Rcat1ons:d(!e· lo. complexity and difficulty of testing. 

If the Sponsor requests a repeal test, they will be charged for an additional test. 

Neither lhe name of Accuratus Lab Services nor any of Its employees are to be used In advertising or other promotion 
without written consent from Accuralus Lab Services. 

ihe Sponsor Is resporislble.for any reJecuo·n 9f llJe .final r,epM.by the regulalo.ry agency-ct.its sub'rtilssion conceriiliig 
r'!pori formal, ·paglna(lon, etc. To pievent ·reJecl!c:in; SP'qri_s9r ·snqul_d efiirefully re\iiew·the Accuralus ·Lab Services 
flria! report M.tl i'loll[y J\Viuralu_s L:ab S.ervlces of any perceived defiiiiencles l~·the~e· are.a~ .b~for~ i1ubrt1)~sl~n· of th(j! 
report tci-Ui~.regyl~toty agefi.cy, ;ll.cour1jl\J.J.La~·servlces will make reasonable ·changes deemed 11ecess.a'!Y by \he 
Sponsor1 wllhoul a11e·rIng' the lech~lpal qata. · · 

JUSTIFICATION FOR SELECTibN oFTHETEst·svsTEM 
Regutalory_:aMiicles r\lqUlfi! tlial a spacfOc v/rucldal cl~fn for e .dlslnfecianl Intended fohise on liatd sur(ace_s b!' 
supported by approprla(e sc.lenQllc d1ita de(n_o,n!l\r~tl~g t~~ efflo,<!CY. Qf l~e test i;ubslance against Iha claimed.virus. 
Eaoh _agency. will accept ade11uate data _gene.r«1led py MY appJoprl~\e J~~hnlcju!if In support !lf a vlrucldal efficacy 
clalro, ThlS'ls a!=:C~niplls!led by treating the .large! virus .wllh the dlsln(ectanl :(test !!libslance) under·condllloris,· 
which simulate as closely as possible, In the laboratory, Jhe actual condllio.ris under whfoh Uie. dtsrn.fecl11rit Is· 
designed to be used; For.'dlsliifestant pro~uc.\s._.lnleh~!'d for 1,1se ·on har.d surfiices (dry, lnanlmale envlronmenlal 
surfap~s), ·a carrlar method Is used In the geneta.tlon .of th¢ supporting vlrologlcal data. The MDCK cell line, which 
suppo.~s the grQwt~ ·of !he 2Q09-H1 N1 Influenza A vlrus (Novel H1 N1), will be used In this study. The experimental 
design In this prci.tot:QI rneet~ th.ese requlrerherits. 
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A m.111.,of ylrus·, clrled on a glass surface, Is exposed to the test substance for a speclfled exposure time. At the end 
of the exposure time, the vlrucldal and cytotoxic activities are removed from the virus-test substance mixture, and 
the mixture Is assayed for viral lnfeotlvlty by an accepted assay method. Appropriate virus, test substance 
cytotoxlclly, and neutralization controls are run concurrently. 

STUDY DESIGN 
Drfod virus films will be prepared In parallel and used as follows: 

The appropriate number of films for each batch of test substance assayed per exposure time requested. 

The appropriate number offilms for virus control titration (titer of virus after drying) per exposure time requested. 
. ' 

The Inoculated carriers are exposed to the test substance for the Sponsor specified exposure time. At the end of 
the speclOed exposure time, resuspended vfr:us-test subslance.mlxlures will be detoxified end made non;vlructdal 
by Immediately addlrig the contents to a S.11pH~di:,:x.ga'f fillra(lqp t;~luo,h (ollpwad· by 1 O-f9ld serial dilulfon.s In -test 
medium. Each ·!Jllullon Is Inoculated Into Indicator.cell cultures . . 'Ttie r~susp~n~ed. V!~tis ~oiitro! ftlm:.~nd el)i:h batch 
of test substance alone will be treated In exaclly the same manner. F.or analysts of lrifectlvlty, i:unure.s wlll be ~eld 
for the:·aP,p'topriate Incubation period at the end of whl~.h tlm!rcultur!ls'WIII be s_qored"for the presence of lhe.tl:!sf 
virus. Cultures will be monitored at that time for cell vtabtllty. Uninfected rn·<11cator cell cultures will be-carried In 
pal';\lll~I !\l'!d sln1iia1IY monitored. For analysis of·oytotoxlcllY, ttie' \il~bUiiy ·ofc~Jtllre~ _ll}°c1¢ula.ied wl.!h clll.ult!>n$ of eac.h 
.. test aricJ cy,loto~t.ct_ty pqntrol wlll be clete.rnitned. In addl.tl<ln to'the above tltraUons for lnfecttvlty and cylotoxlc:lly, \he 
residua! vlrucldal ao.tlvity of the teti!J,\Jb.~tai)<;e after l\:l)Utrallzll.llon wlll be determined by adding a low titer of stock 
virus to each dilution of the test substance (cytotoxlclty'i:oht{ol dilutions), The resulting mixtures of dilutions are 
assayed for lnfectlvlty In order to determine the dllutlon(s) of test substance at which vlrucldal activity, If any, Is 
retained. 

VIRUS 
The NMexlco/4108/2009, CDC #2009712192 strain of 2009-H1N1 Influenza A v_irus (Novel H1N1) to be used for 
!this :study was obliil~ed,'frotn the·ce11ter for Disease Control and 'Preve·ritton, 'Atlanta, GA. (C.OC). Sloe~ vlrui; ·1s 
prepared by collecting \l)e supeni~tant c_ul\ure fluid from 75·.109%.tnfect11d culture cells. The.cells are.disrupted 
.c1nd ·c(ltl debris-removed by centrifugation. The superna{a.rit 1s·re~o\/¢d; ,1\l!quote.d, and the high tlter-.stock vlr.us 
·n:,~y ~e storei:I 111~-10•9 uritll.th\l d~y oJ llse1 Alternate_melhods of viral pi'opagalton niay'be ultllzecl ba~~d on the 
:growth requlremeots .of _the _vlr4.!i, The propaifi!llOJi ·me_lhod will be specified In the raw data and In the report. On 
·the day of u_se the appropriate number-of ,Jliquots ·11re .,~moved, thawed! combined (If applicable) and maintained 
~l'a refl:fgera.ted ~rnperatu(e unjll used In· the as·say, .Note: If the Spoll$Qr,requests an organic soil load challenge, 
,fe,\al boy!r'e siiru~ (FB$) 9r the_r~qU_8sted_or11anfo soil will be Incorporated Into the stock virus aliquot. The stock 
.virus aliquot wlll be adJu.s\ed to·y!eld the P.!lrceri.t c;irganlc soil load requested. 

INDICATOR CELL CULTURES 
·Cultvr.~il of MDCK(cantn~. ~ldney),cells wer~ orlglpaliy obtained from the Amerlcan'Jype Culture Coile~.\lon, ,M.iihassa~. 
VA (ATGC CCL,3.4). 'The .c¢1,1s ate propag!l!!id l?Y ~ccur~l.u~ Wib ~E!rvlces ·p_ersonnel. The cells are. seeded tnlo 
,mulilv,.,ell c.~11 qulture plates an.d matn.talried at 36-36•Ctn a ~umldlO.eifl!fmi>sp~e.ce ~~ !i-7%'1;:,0~. The c_onfluency or tti.e 
cell$~11.be f!ppr9prlatfforthe test vtrus. MOCK cells obtafned from an·alternale, repulable source·:may ll.e use~, The 
source of the cells will be speclfled In the final report. · 

All cell culture documentation Is retained for the cell cultures used In this assay with respect to source, passage number, 
growth characteristics, seeding densities and the general condition of the cells. 
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The test medium used for this assay Is Minimum Essential Medium (MEM) supplemented with 0-10% (v/V) heat 
Inactivated feial bovine serum. The medium may also be supplemented with one or more of the following: 10 µg/ml 
genlamlcln, 100 units/ml penlclflfn, 2.5 µg/ml amphoterlcln B, 1.0-2.Q r.nM 1,..-glutamlne, and 0.5-6 µg/mltrypsln. The 
composlllon of the test medium may be altered based on the virus iind/od:elfs. The composition of the medium will be 
specified In the raw data and In the report. 

PREPARATfON OF TEST SUBSTANCE 
The dl_lutlofl of l!i!sl sub~ta_nce(s) Will be used as recommended by the Sponsor. The product will be pre-equilibrated 
to the desired test temperature tr applicable. 

PREPARATION OF VIRUS FILMS 
F.llnis. of lilr_us wlll ~e pt\!pared by'spreading 200 µL of virus lnoculum uniformly over the bottom of the appropriate 
number of 100 X 15 mm sterlle glass petri dishes (without touching the sides of the petri dish). The virus wllf be air
dried at 1o•c.3o•c until vlslbly dry (~20 minutes). A calfbrated timer will be used for timing the drying. The drying 
conditions (temperature and humidity) will be appropriate for the test virus for the purpose of obtaining maximum 
survival following drying. The actual drying conditions, drying time and calibrated timer used will be clearly 
documented. 

One dried virus film per batch of test substance will be assayed unless otherwise requested. 

TEST METHOD 

Preparation of Sephl!de_x Qel FIitration Columns 
To recluce.lhe oytotoxfc:'levi)I of ltiE!'vlrus,test substance mixture prior to assay of virus, andlor to reduce the vlrucfdal 
level oi the test subslance, .vii.us. Is separated frqm •iii~ test substance by flflratlon through Sephadex gel. The type of 
Sephac!ex used will be speclned In the final report. On the day of testing, Sephadex columns are prepared by 
ce_n(ri(uglr,g lhe prepared ?eph11c!ex gel In sterile syringes for three minutes to clear the void volume. The columns are 
now ready to be used In the assay. 

Input Vlru!I Control 
On \hi!'•ilay of testing, the stock virus utilized In the assay wlfl be lltered by 1 O-fold serial dllutlon and assayed for 
hife'clivfly to determine the starting titer of the virus. The results of this control are for Informational purposes only. 

Treatment of Virus FIims with the Test Substance 
For each batch of test substance assayed, the appropriate number of dried virus films are lndlvldually exposed to a 2.0 
ml aliquot of the use :dll.utlon ~f ,he test sut1s,t.a11ce·.(1tq1Jld products), or to the amount of spray released under use 
conditions (spray products) ancl held i:QVer~d for·lhe specified exposure tlme(s) and temperature. A calibrated timer 
wllf be iJSlld for timing 'the e)!posure. The aotual temperature will be recorded. Just prior to the end of the exposure 
time, the plates are lndlvldualfy scraped with a .ce_ll scraper to resuspend the contents and at the end of the exposure 
time the virus-test substance mixtures are lmme·cliately passed through lndlvldual Sephadex columns ulllfzlng the 
syringe plungerln-orderto.detoldfy the nil)(lu'ri,. T_tiefilf~te:(10-1 dilution) Is then lltered by serial dilution end assayed 
for lhfecllv!ly' and/qr cytotoxlclly. To further aid lri .(he removing of the cytotoxic effects of the test substance to the 
Indicator tell cultur_e!1, hidlvl_dual ~ffutloli.s may be passed through additional lndlvldual Sephadex columns. 

Treatment of Dried Virus Control Film 
The appropriate number of virus filmsoare prepared as described prevlously for each exposure time assayed. The virus 
control films are run In parallel to the test vlro.s but a 2.0 ml alfquot oftest medium Is added in lieu of the test substance. 
The virus control films are held covered and exposed to the test medium for the same exposure time and et the same 
e_xpg_sure 'temperature as the lest films are.expci~ed· lo _.the fos\ ·sulls.tal:ic.e. f.. ~ .llb_rate:cl t1m·er wlll be u,_ed f9r ,liming _the 
e..xpo·sur.e a·nd tlie .ac!u_a! temperature will be recorded. -Just pcfor to the end .of the expo·sur~ tlnie, -,hE! vl(\Js rnm:s a_re 
lndlvidually s_cr~ped .as _pcey_toV~ly._~es9rlbed_ an_d :~t th~ ~nd of the e~sure time the mixtures are lmmedliltely passed 
through lndiVldual Sephadex.columns utlllzing Ina syill)ge pl_~nger. tM 111lr!lte (19·1 dilution) I~ then mered by serial 
dflutlon-and·assayed for lnfectlvlty. ff addfUonal Sephadex colurnos Wer~ u~e~ to f!Ji1her-feduce the.cytotoxic eff~cts hr 
the test siibs.tance assay, the same dilutions of the virus control will be passed lhri)ligh addl_U<,nal lndlvldu·al .Seplia~!!X 
columns. 
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· Qyto.toxlcity cootrol . 
. A 2,0)i;iL a!lqu.01.of. ea91l. balc_h oftest_ substance (llquld products) or lhe amount of the test substance recovered 
whe·r; spr,eyed on.tr. a_st~rlle -P~_trJ dlsti .(spray products)', Is filtered through a Sephadex column ullllzlng the syringe 
plunger -and lhe ,filtrate Is dll.uted seiiaJly lri me!,llum ·~n'd Inoculated Into cell cullures for assay of oylotoxlclty 
concorre(ltly·.wllh the virus control and .test·substan'<Ie•fr~t~d \tlru$ s;:inip!E!s, fqr spray pr9dui;lii, lhe.c::ytoto~lolty 
~6~\rol, ~1.\1 ~Cl held ·cove.red for,U1e longest reque'sted exposure Uine E!! the re:tjuei;ted,c~poAii(~. 1~1,~p~f.~tµre, A 
callliraled.Umenvlll b:e lt~.e;d fo,r timing the exposure. If addllion?I Sephadex columns were use.(! to fur1heqed1,1.ce. the 
cytotoxic effects In lh·e 'lest substance assay, the same di1(1tlons·.of the cytotoxlclly conlrol wfll 'be passed through 
a~dlilo'r)al lo.cflvldual Sephadex columns. · · 

Assay of Non-Vlrucldal Level ofTest Substance (NeutrallzaUon Control) 
Each dilution of lhe neutralized test'sUbl!tance (cytotoxlclty control dllutlohs} wflf be challenged with an aliquot of low 
titer stnck virus to determine the dllution(s) of test substance at wlil<;t,·v1rucldal activity, If any, Is retained. DIiutions that 
show vlrucldal activity will not be considered In determining reduction of lhe virus by the test substance. 

Usin.9 the oylotoxlclly-control dilutions prepare() alitiYE!, an addlUcihal t1et bf ln~l~tor-c_ell cullures will be f'noculated 
Wf!li a H>O µL allqu9t of each dlluU9n In quadruplicate. A 100 iJL allquot'of jowUler .$lock illrl!S will beJnocu.lal!!.d 
Info ·eactrcell pijl\urirv,,ell and the lnd!_ca.tor cell cultures will be Incubated alonp with tlie test and virus coriliol plijl~s, 

lnfe9tlvlly ·Assays . 
;fl)e MDCK tj~li lln_e,. Wh.lch exliibus cytopathic effect ·(Cf;'E) ln,-the pre~ence of 200!!:li1~1, !nflljen~a .A _virus 
(Novel H1 N1), w!fl be. u~ed as ,lne lndlc:c!toq:ell fine.In ll)e lnfeellvlty.assays • . Cells hmulliwell <;ut\ure tlt~l)!!s WIii be 
fnoculaled In ·quadruplicate wl\h· 100 µL ·~1 the dil_uUons pre·pare.d from test :and ·control groups. The lnputvirus 
:cqnlrc;,_t will. be Inoculated In duplicate. Unlnfei:.te.d .liidlcat~r•ctill ~ul_tur~s ,(~ell controls). WIii b!! looculated with .tesl 
medium alone. The cultures are Incubated at 36-38°C In a humidified atmosphere of-6-7% CO2 In sterile disposable 
cefl '<i~lture labware for apprqxlmately seven days. Periodically lhrougti'otit the lnoubal!on th:'ne llie.cuitures.'wm be 
mlcroscoplcally observ.edJodhe absen.ce or presence ofCPE, cylotoxicfty and for.vlablllly. Tlie.observallons wlil 
be re~qrded on the raw dafa worksheets:· cihly the results from the final observations will be reported. 

DATA ANALYSIS 

Calculation ofTflers 
Viral and cytotoxlclty liters will be expressed as -10910 of the 50 p.erceht titration endpoint for lnfectivlty (TCtD60) or 
cytotoxiclly (TCDso}, respectively, as calculaled by the method 61 Spearman Karber. 

- Log of I st dilution Inoculated - [ (( Sum of% mort~l~:at each dilution)- 0.5) x (logarithm of dilution)] 

Calculatfliri lif Log Reduction 
Dried Viruscoiilio! L9gin TOID~ - Test Substance Log10 TCIDso = Log Reduction 

If mullfple dried virus control repflcates are performed, the average tiler of the replicates will be caloulaled ~nd the 
average tiler wfll be used to calculate the log reduction in viral tller of the Individual test replloates. 
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f'ROCEOURE FOR IOENTIF.ICA'rlbN'OF THE TEST SYSTEM 
.Jh~ speclall,zed. ~lr\l_cldaJ. · testing se_otlon of ·Acclirat~s. Lab :sehil_ces matntalri, , ~li!Qdilrq :op,e.r!\tlhg Ptoce~t1r11s 
(SOPs) Jelall.v~ fo . vlruoldal -efflC!fOY testh:1g sludle~. Vlrucldal efficacy tesllng Is perforroed_ l~ .sliicl -adhe·rcince lo 
'these SOPs which· h~Ye. b"ee~ ·co~stf(i~t~d lg g_(>vf!r al_l aspe_g\s of (he ~ork Including, but nol lim\ted lo, recelpi, log, 
In, and tracking of blologlcctl rlia~_liills. lncl~dlnii virus a!)_d ,c~ll slo~~~ for purposes or Identification,. receipt arid us_e 
ofc;Mmlcal re_a,9.ent~ loc!lldll)_gcell culture medium components, etc. These procedures are designed to document 
each slep or· vir(1cJd~I !:lfflc;icy te_s.tlng studies. Appropriate references to medium, batch number, etc. are 
doc·umented lri iti'e raw. d~ta colleotcit! d0IIM lhl! c9u.ise <;>f each study. 

Ad~lli.c;ihaily, ~acl_1 vltucl.<!11I eirtca.cy te.~1 l_s assigned ~-unique Project Ni:in,ber 'iihen lhe {,tudy Dlrei;l9r in!!lales the 
ptotocolf9r":\he sludy .. Tl1is:n,uml:i~t.is u~rd rrir lde_nli~c.aUon of the test cullure plates,.·etc. du°(ing·tbe. course i:if the 
test. Tes! culture plates.are aIs·o,l!3.beled Wf\h re(erence_'to !he·te,st virus, e,x~erimonlal start-date, and test product. 
Thes11 measures are des\gned to·dooument the ldehtlly oftlie l8$l"syst1;1m. · 

ivfETHOD FOR CONTROL OF BIAS: NIA 

STUDY ACCEPTANCE CRITERIA 
Oiily"ttie appll!:able !itteptanc11 ~rilerla and references for the regulatory agency reviewing the data wlli be Included 
In the final report. ·· · 

U.S. EPA, Ho·atth Canada, and Austrailim TGA ·s.ubmlssl<in 
A·va!ld:t~:sJ JeqU,lr11:s 1).that_at le~~t 4 log,!! of in"fectlvity be recover11d from the drl~d ylius toi1tr.ol.~l1T1; 2) lbat Whqn 
cytotoxlclly is e..,ldeot, a_l·,leilsl a 3-log _re,d1,19Uon in t1111r !~ demonstrated beyond the cytotoxic level; 3}:that the cell 
controls be negatlveJor fnfecllvlly. lf.~ny of Iha pteviou, r_equlrem11:r1t.s are r\(>I fuel, the· test may be repeated under 
U1e ·current proJ~·coI number. Noto: An elflcaclous producl must domoiii;Jr1!11e oompll!!tf in.!io[iyatJon of t~e ylrus a_t 
all dilutions. 

if the test substance fails to meet the test acceptance criteria and the dried virus control falls to meet the control 
acceptance crllerla, the study Is considered valid and no repeat testing Is necessary, unless requested by the 
Sponsor. 

If any portion of the protocol ls executed Incorrectly warranting repeal testing, the test may be repeated under the 
current protoool number. 

FINAL REPORT . 
:The reporl•Wlll Include,· out riot be lfniitecl-fo, idehl[ficalicin of the sample and dale received, dates on which the test 
wli~ inlliated and compJeled, ld_enUncallon of th·e virus .. straln used an,d composition of the lnoculum, description of 
cell~, me;dh,Jrn a[ld ~e;ige·n\s/ d~scrtp.tlon of Jhe melhods employed, tabulated re~ults, colculaled titers r6r !nf~plivlty 
and oylo(qxloily, :.and a co·oclusl_on.f!s It ~liil~s tq.lhli p,urpose of the 1!!$1: A drall report may be requested by the 
5.p9nsor, The··Jinal report wlll be prepatecl once life .Sponsor has r¢\/le\ved the draft report ~nd l)otllied the Sludy 
Director to complete the study. 

PROTOCOL CHANGES 
If 1.! becomes necessary· to make changes In the approved protocol, the revision and reasons for change wlll be 
documented, nipotted·to the Sponsor and wlll become a part of the permanent file for that study. Slmllarly, the Sponsor 
will be notlfi~.d a/; s.ooh as possible whenever an event occurs that may-have an effect on the validity o( the study. 

TEST SUBSTANCE RETENTION 
ife·s1 sub'srance relention shall be the responsiblllty of the Sponsor. Unused test substance will be discarded 
foliowlng siudy completion unfess otherwise requested. 

Template: /JO-I Rev. 013 -f'ropdtldl)I lnfo,matlon -
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All of the original raw data,dev~lqped -excl_~sfvely _fqr J~ls study shall be archived al Accuratus Lab Servlce11 for a 
minimum of fhie·years for GLP studies or.a inlnlmul'n of six months for all other studies following the study completion 
date. Aftet"th_l_s lime, the Sponsor'(qr th~ Sponsor Representative, If appllcable) will be contacted to determine the 
final disposition. These orlglnafdata Include, but are not limited to, the following: 

1. All handwritten raw data for control and test substances Including, but not limited to, notebooks, data 
forms and calculations. 

2. Any protocol amendments/deviation n·oJ11i9aJlons. 
3. All measured data used In formulallng·i!ie final report. 
4. Memoranda, speclncatlons, and other study specific correspondence relallng to Interpretation and 

evaluation of data, other than those documents contained In the flnal study report. 
6. Original signed jirofocol. 
6. Certlned·copy bf the final study report. 
7. Studfspe91Hc SOP.~evlatlons made during the study. 

Facility Specific Documents 

The following records shall also be archived at Accuratus Lab Services. These documents Include, but are not 
limited to, the following: 

1. SOPs which pertain.lo the.study conducted. 
2. Non study-specific SOP deviations made during the course of this study, which may affect the results 

obtained during this study. 
3. Methods which were used or referenced In the study conducted. 
4. QA reports for each QA Inspection with comments. 
6. Facility Records: Temperature Logs '(ambient, Incubator, etc.), Instrument Logs, Calibration and 

Maintenance Records. 
6. Current curriculum vitae, training records, and Job descriptions for all personnel lnvolved In the study. 

eROPOSEO STATISTICAL METHODS: NIA 

Temp!are: J JO-/ Rev. 013 - l'roprltta,y/nliJnnatton-
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1. Annual Book of ASTM Standards, Section 11 Water and Environmental Technology Volume 11.05 Pesticides, 
Antimicrobials, and AllernaUve Control Agents; Environmental Assessment; Hazardous Substances and OIi Splll 
Response, E1053-11. 

2. American Society of Testing and Materials (ASTM). Standard Practice for Use of Gel Filtration Columns for 
Cytoloxlclty Reduction and Neutrallzatfon, 1:1482-12 (Reapproved 2017). 

3. U.S. Environmental Protection . Agency, Office of Chemical Safety and Pollullon Prevention, Product 
Performance Test Guidelines, OCSPP 610.2000: General Considerations for Uses of Antimicrobial Agents, 
September 4, 2012. 

4. U.S. Environmental Protection Agency, Office of Chemical Safely and Pollution Prevention. Product 
Performance Test Guidelines, OCSPP 610,2200: Disinfectants for Use on Hard Surfaces - Efficacy Data 
Recommendations, September 4, 2012. . 

6. Diagnostic Procedures for Viral, Rlckettslal, and Chlamydia! Infections; Lennelte, E.H., Lennette, D,A. and 
Lennette, E.T. editors. Seventh edlllon, 1995. 

6. Blackwell, J.H., and J.H.S. Chen. 1970. Effects of various germicidal chemicals on HEP-2 cell culture and Herpes 
simplex virus. J. AOAC 53:1229-1236. 

7, Health Canada, January, 2014. Guidance Document- Disinfectant Drugs. 
8. Heallh Canada, January, 2014. Guidance Document - Safety and Efficacy Requirements for Hard Surface 

Disinfectant Drugs. 
9. Australian Therapeutic Goods Administration (TGA), February 1996, Guidelines for the Evaluation of Slerllants 

and Disinfectants. 
10. Australian Therapeutic Goods Administration (TGA), February 1996. Therapeutic Goods Order No. 64: 

Standard for Disinfectants and Sterllants. 
11. Australian Therapeutic Goods Administration (TGA), March 1997. Therapeutic Goods Order No. 64A: 

Amendment to Standard for Disinfectants and Sterllants (TGO 64). 
12. Australian Therapeutic Goods Administration (TGA), July 2006. Draft Guidelines for the Evaluation of 

Household/Commercial and Hospital G.rade Disinfectants. 
13. Association of Official AnalyUcal Chemists (AOAC) Official Method 960.09, Germicidal and Detergent Sanitizing 

Action of Disinfectants Method [Preparation of Synthetic Hard Water). In Official Methods of Analysis of the 
AOAC. 2013 Edition. 
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STUDY INFORMATION 

'. ·. ~":-1, , . 

• 
- f .. . ACCURATUS 

1. ' · - LAB SERVICES-• .... · ·;,, <' THE AIITIMICRODIAL AUTHORITY 
i,;I I • 

'All blank sec/Ions 11ie vrinflea 6 · 1/i'o'S onsor or.S' ·011sar Ro · ri1soiilo/ivo as l/11ked lo thelr'S~ na/uro unles1rntiro1wlso n·otoif · 
Tnst Stihalance Namo _L,ol/Batch.Number 

-Testing at the lower certffled flmfl (LCL} for the h/lrdtJst-to-k/11 virus on-your label Is required for registration, 

Product Description 
@ Quaternary ammonia 
0 lodophor 

a Peracellc acid 
0 Peroxide 

O Sodium hypochlorlte 
□ Other _ _____ _ _ 

Approxl.fJ!al~ ,:est Substance Active Concentration (upon submission to Accuratus Lab Services): 
··0.012° 0 . • - . -

(This value Is us_od for mwlra/lzallon planning only. "This valuo. Is not Intended to represent choraq(e[/1.s//on ,villtir,s.J 
Storage Condlllons Hazards 

@' Room'Temperature □ None known: Use Standard Precautions 
O 2-B"C li1f Material Safety Data Shee~ Attached for each product 
□ Other_________ 0 A_s Follows:, _________ _ 

Product Prep~ratlon __ _ 
O No dllullon required; 1U$a as received (RTU) 
li1f *DlluUon(s) IQ be tested: <,.t\.t"'-L l 'W-, i ~Ir\ L ~ 

· j':tls 1-',2-i . defined as 3;-Rmt +-,...~-=~ml-==,,,._.-s:_,) 
(example: 1 o:z/gallon) (amount of test substance) (amo'urit of diluent) · 

□ Deionized Waler (FIiier or Autoclave Sterilized) 
□ Tap Water (Filter or Autoclave Sterilized) -All tap waler Is softened; the water hardness for the batch of tap 

water used will be determined and reported, 
Ii! AOAC Synthetic Hard Water: 400 - · PPM 
□ Olher__,..,..,.,--~....,.,..---,--,-,,-----:--...,.,..---:-:----: 

*Note: An equlvafen( dllu_lion_ inay be made ·unless otherwise requested by the Sponsor. 

Test Virus: 2009-H1N1 Influenza A virus (Novei H1N1) 

Exposure Time: 5 minutes 

Exposure Temperature: li1f Room temperature (lo be based on regulatory agency of submission) 
□ Other:. _____ •c (please specify range) 

Directions for appllcatlon of aerosol/spray products: 
li1f Spray Instructions are not appllcable. 

Trigger spray application: 
□ Spray carriers using 3 sprays, or unlll thoroughly wet, at a distance of 6 to 8 Inches, 
□ Spray carriers using _ ____ sprays at a distance of ___ to _ _ Inches/cm. (circle one) 

Aerosol spray application: 
□ Spray carriers for _ __ seconds, or until thoroughly wet, at a distance of ____ to __ Inches/cm. 

Organic Soll Load 
□ 1 % fetal bovine serum (minimum level that can be tested) 
@' 5% fetal bovine serum 

-□ Other ___ __, _ _ ______ _ 

Number of Carriers to be Tested 
li1f One (typical for U.S. EPA submission) 
□ Five (required for broad-spectrum vlrucldal claims for Health Canada submission) 

~0<\--A~ ~6 )'iJi ')_j. ~s--~ clO}i 

Temp/ate: 110-1 Rev, 013 
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SPRAY BOTTLES USED IN TESTING (section only appHcab1e for spray procfuctsi 
To ensure expected levels of produ.cl are delivered, it Is recommended that the Sponsor provide the spray boll/es 
used In tesl/ng. Please Indicate the desired source of the sprayer bottles used In tesflng: 
□ Sprayer(s) and bottle(s) are provided by the Sponsor 
□ General purpose spray bottle(s) are to be provided by Accuratus Lab Services 
□ The spray nozzle(s) are provided by the Sponsor and general purpose botlle(s) will be provided by Accuratus 

Lab Services 

,REGULAjORVAGENCY(S) THAT MAY REVIEW MTA 
Ii:! U.S. EPA ·· . 
□ Health Canada 
□ Therapeutic Goods Administration (Australian TGA) 
□ Not applicable - For Internal/other use only (Efficacy result will be based on U.S. EPA requirements) 

COMPLIANCE 
S.!IJdy t9· ~.e performed under EPA Good Laboratory Practice regulations (40 CFR Part 160) and In accordahce to 
standard operating procedures. 
@Yes 
0 No (Non-GLP or Development Study) 

PROTOCOL MOblFICATIONS 
□ Approved without modification 
Ii:! Approved with modification 

cfra ·· e o · · 1 e ub 

PROTOCOL ATTACHMENTS 
Suppl'1me~tal lrifon'l:1a1.l<in Form Attached - li1! Yes □ No 

TEST SUBSTANCE SHIPMENT STATUS 
·.(Tbls ~ad/Joh_ (s, fqr lnf¢in?~l!g(la/.puiposos qrify.J 
@ Test Substance Js aiready present at Ac'curatus Lab Services. 
□ Test Substance has been orwm be sh!pped'.to Aocuratus Lab Services. 

Date 6fJ3xp·ec;te_d recelpt·atAcicurafus Lab Services: ________________ _ 
□ Test Subste·nce to ba. hand-delivered (must arrive by noon a_t l~a~t OO!lday prlor-to·tesllrJg or other· 

arrangements made with the Study director). · · .. · 

TESTINGJA91LITY M/\NAGEMENT VERIFICATION oj: 40 CFR PART 160 su·sPART B 1160.311D\l 

Identity, strength, purily, and uniformity, as applicable, of the test lots has been or will be completed prior to efficacy 
testing: Ii!! Yes a No• □ Not required, Non-GLP testing requested 

If yes, testing was or will be performed following 40 CFR Part 160 GLP regulatlons: 611 Yes □ No* 

Optional !nfotmallon lo comp!efe as appliceb'ie: 
la A ·certi_Rca\1h:if Ahalysfs _(C _-of A) may b~ provided for each lot of test substance. If provided, the 

C of A will be appended to the report. 
@ Testing has been or will be conducted under protocol or study#: 

REK010B0118.CHR.1 

Stability testing of the formulallon has been or will be completed prior to or concurrent with efficacy testing: 
Ii!! Yes □ No• □ Not required, Non-GLP testing requ~sted 

If yes, testing was orwlll be performed following 40 CFR Part 160 GLP regulations: li!!Yes □ No* 

Op(lcinal lnformalton to complete as applicable: 
a Testing h·as b·een or.will be coriduc.ted·under protocol or study#: 

•ff testing Informal/on Is not provided or is not performed fol/owing GLP regulations, this will be Indicated In the GLP 
compliance statement orthe final report . 

. Tempfat•: 110-1 Rev. 013 - Ptopr/</Nylnfo11rU1//on-
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PROPRIETARY INFORMATION 

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS 
/...AB SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINBD HEREIN IS TO l3E 
REPRODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE 
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHA/...F OF THE SPONSOR, WITHOUT PRIOR 
WRITTEN PERMISSION OF A CCURA TUS LAB SERVICES. 

APPROVAL SIGNATURES 

SPONSOR: 

NAME: Ms. l<elly Whitehead TITLE: - --'-R=e=se=a,.,_rc=h"'"A.,.s.,.s"'oc.,.la .. ' te=----~ 

SIGNAflJR{;;~ ~f,4 
PHONE: ·1201) 476-T/66 EMAIL: kelly.whllehe<id@rb:com 

For confidanl/ality purposes, study Information will be released only to the sponsorlrapresantalive signing the 
protocol (above) unless ofher lndlvlduals am spec/flca//y authorized In wrlllng lo receive study lnformetlon. 

Other Individuals authorized to receive Information regarding this study: D See Attached 

Accuratus Lab Services: 

NAME: I:1'\'v-::, --S. .N\,,,\Uc .. 
Study Director 

SIGNATURE: vk}ta2J /4
1
~~~ 
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